JNEKJIAPALS O COOTBETCTRIIA

ACICUIAPALT, HPHHAMAIOIMI JIEKJIAPAIIHIO O COOTBETCTBUH

340 "ThakcoCatumKasiin Tpetiouna"

3apezuempuposano : Mesicpaiionnan unenexyua MHC Poceuu Ne 39 no 2. Mockee OFPH 1027739011486 om
24.07.2002

Adpee: 119180, 2. Mocxaa, Sruvanckas nab., 0. 2. Tenedhon:8(495)777-89-00.

B muye: enepanvionit dupermop Buumugrudi J{. A,

Hosepeinoe mugo: Ulunurosa H.J1., dosepernnocin 43-25/05/2018 om 25.05.2018 ».

SASBJBIET, YTO

AeKApCMaeiioe cpedcmeo: Ayexenmun, HOPoutor st HPUZONIOGRENIS CyCnens Vst IpHeld anympo 200
M2f28.5 xz 6 5w, haxonvt 7,7 2 (1),/6 kosnnexme ¢ MEPHBIAL KORRAUKOM/, havrit kapmonnvie, PY No 1T
NO15030/04 om 13.10.2008 (dama nepeodhopanenus 17,05.2013) auidano 340 "ThaxcoCananImiin
Tpeiiouna", cepun 851220, napmusn 72936 ynaroaox, 20den do 01.05.2020, npoussodemaa Cyiumnsinn Buveat
TudnCu, Benucobprmariun, SmithKline Beecham PLC, Clarendon Road, Worthing, West Sussex, BN14 8QH,
United Kingdom, koo OKIT/2 21.20.10.191, kod TH B3J] 3004100008, Huempubviomop. coznawenne 6/n om
01.01.2013, uncoiic Ne 4205110118 om 23.07.2018

COOTBETCTBYET TPESOBAHUSIM

11 NO15030/04-050510 wsar, Ne 1-3

AEKJIAPALMSI TIPHHSITA HA OCHOBAHUM

tponioxon uenvtimanuti Ne 5128 ar om 22,08,2018 HJT OO0 HL] "PAPMOBEOPOHA", anmecman
akxpedumauu POCC RU.0001,21 D140, Cepmudpuxam POCC GB. DMO8.C21541 om 23.08.2018

' (?!slxﬁﬁ;}\%}{ Jifige

..‘F'i,: \‘__ ]',;:{h“ﬂ 3 :;. .‘ ﬁ,.///%‘;,}; s ]_LI“LUKOBR H-n-
a R T ’.\' S0 NOUITHCh (D.”.O

CBEAEHMSI O PETUCTPALIUM

OPTI'AH ITO CEPTHOUKAIUH, 3APETHCTPHPOBABIIH I AEKJIAPAITUIO

RA.RU.11PMO8 OPIAH 11O CEPTHOHKALIHH ITPORVKIJHH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[EHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuy: 115280, 2. Mockaa, yn. Macmeprosa, 0. 4, sm. 5, noat. 1, ko, 1, adpec opzana no
cepmughurayuu; 115280, POCCHS, 20pod Mockaa, yu. Maemeproga, 0. 4, om. 5., men. :(495)788-02-88, aeb-
catim: oyrK.pag.

AEKJIAPAITHST O COOTBETCTBUHH 3APETHCTPHUPOBAHA M POCC GB. DMO8. 11201
JATASTLIGTRAIIH 24,08.2018
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Product:
[Tpoayxr:
Type:
Tumn:

Dose:

Hozuposka:
Poccuio
Presentation;
Kon-o Bo dur .
Identity:
Hnentnunocts:
Manf Dale;

Jara msrorosnens:
Expiry Date:

Cpox roggocru nio;

TESTS
IMoxazaTenn
Description
Onucanue

Identification
[MomnmmunHOCTH

Closure
Ykynopxka

Amoxicillin Content
Konuuecreentoe

OTIpEAC/IeHHE AMOKCHLIHINNHA

Clavulanic Acid Content

KonmuectpenHoe

onpepencHye IlaByniaHaTa

Weight Control

Macca conepicumoro

(pnakomna

FILLING MIX
Cycnensus:

Description
Onucaune

Suspension
Cycnesnuposanue

Identification

naxcoCmutIsiin

CERTIFICATE OF ANALYSIS
CepTudukart anaauza

Augmentin

AyrMeHTHH®

Oral suspension

NopomokK s NPHUTOTORMEH S
CYCMEHIHH ULl TIPHEMA BHYTPb

228.5 mg/ 5 ml (200 mg, 28,5 mg/5 ml)
228,5mr/5 Mn (200 mr, 28,5 Mre 5 M)

70 ml

70 mn
851220
851220
01-05-2018
01-05-2018
01-05-2020
01-05-2020

LIMITS

Hopmu!
Complies with Specification
COOTBEICTBYET CreLH()HKALHH

Complies with Specification
COOTBETCTBYET CHIELH(UKALMI

Complies with Specification
COOTBETCTBYET CTIELH(IHKALIHH

190 to 210 mg /5ml
ot 190 1o 210 mg /5ml
28.5t031.5mg/ 5ml

or 28,5 no 31,5 mg/ 5ml

No Limits Specified

HE BK/TIOYCHLI B CHCUH(I')HKZIUKIO

Complies with Specification
COOTBETCTBYET COeLu]UKALIH

Complies with Specification
COOTBETCTBYET crieLu () HKaLlim

Complies with Specification

No 66485

Supplied to: Russia
ITocTasneno: 8 Poccuio

RESULTS

PesyabTarTst
Passes Test
NPOXOMHT TecT

Passes Test
NPOXOAMT TECT

Passes Test
MPOXOJHT TECT

201 mg/ 5 ml
201 mr/5 mn
29.2 mg/5 ml

29,2 mr/5 mn

79¢

7,9

Passes Test
TIPOXOAHNT TECT

Passes Test
TPOXOAHT TECT

Passes Test

GlaxoSmithKline

Quantity: 72936 bottles
Kos-Bo: 72936 ¢
Seller’s Ref: 57082782

Ne mpoparua: 57082782
Approved by: Shane Murray
Onobpeno: Shane Murray
Qualified Person
YnosnnomouenHoe nuuo



Product:
[Tpoayxr:
Type:
Tun:

Dose:
Hosnposia:
Presentation:
Kon-o Bo qui .:
Identity:
HnenTHuHoCTS:

pH
pH

Moisture
Bopa

Amoxicillin Content
Konnuecrsenuoe

OfpeaesIeHHe aMOKCHUMJUINHA

Homogeneity
ComoreHHocTs

Clavulanic Acid Content
KonnuecrseHnoe

onpeneiexue KllagyJjiasaTa

Homogeneity
'omorennocTn

Amox : Clav Ratio

Augmentin

AyrmeHTHH®

Oral suspension

MOPOLLOK IS IPHIOTOBIEHHA
CYCMEH3WH st NpHEMA BHYTpPh

228.5 mg/ 5 ml (200 mg, 28,5 mg/5 ml)
228,5mr/5 Myt (200 mr, 28,5 Mre § M)
70 ml

70 M
851220
851220
4.0 t0 6.0
ot 4,0 10 6,0

Less, Equalto  9.0%

He Goaee 9,0 %
34.5t0 38.0
ot 34,5 5o 38.0

Less, Equalto 5
ue Gonee 5 %

5.15t0 5.70
ot 5,15 no 5,70

Less, Equalto 5
He Gonee 5 %

641070

OrHoure Hue amoke HUKJUIHH

KHCIIOTA KNaBYIaHOBASI

MTI (wrt Labelled)
TTocTopoHHHe NpHMecH

AMOKCHUMIIHHA (0T 3aBNEHHOrO)

Clavulanate Polymer

[Toctopounue npumecu
KNaByJIaHOBOH KHCAOTEI
(nonumep Krasynanata)

Microbial Contamination

Muxpobuonormiecikas uncrota

or 6,4 no 7,0

Less, Equalto  3.00
ne Gonee 3,00 %
Less, Equalto  2.50

He Gonee 2,50 %

Complies with Specification
COOTBETCTBYET CreLH(HKALIK

Ne 66485

Supplied to: Russia
Tlocrasneno: B Poccmo
Quantity: 72936 bottles
Kon-so: 72936 ¢
Seller’s Ref: 57082782
Ne nposasua: 57082782

4.3 units
4,3

6.3 %
6,3 %

364 %
36,4 %

I. %
1%

528%
5,28 %

1.%
I %

6.9 Ratio
6,9

1.06 %
1,06 %

0.01 %

0,01 %

Not Tested
HE TECTHPOBAIICS

This batch has been manufactured, packaged and tested in accordance with current GMP. The

documentation for this lot has been reviewed for
requirements of the importing country.

quality and complies with GMP and any additional

Jlanuas napTus npou3seseHa H NPOILAA KOUTPOJIL B COOTBETCTBHM C AEHCTBYIOMHMH TIPABHIaMH
GMP. JlokymeHTaLus Ha AQHHYIO CEpHIO coorsercTayeT Tpebopauaam GMP u moBuim
AOTIONHHTENLHEIM TPEOOBAHUAM HMIOPTHPYIOWET CTPAHSL.

Date: 19 Jul 2018
Hara: 19 wons 2018

Signed: \‘DFM\ AAN 5
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